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3) n Since this application is In contjition for allowance except for formal matters, prosecution as to the merits is 
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Disposition of Claims 
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Application Papers 
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DETAILED ACTION 
Notice of Amendment 

1. In response to the amendments filed on 10/03/2006 and 01/16/2007, 
amendment(s) to the specification, amended claim(s) 21, 22, 27-30, and 34-35, 
canceled claim(s) 1-20, and withdrawn claim(s) 36-51 is/are acknowledged. The 
current rejections of the claim(s) 21-35 is/are withdrawn. The following new and 
reiterated grounds of rejection are set forth: 

Claim Objections 

2. Claim 21 is objected to because of the following informalities: the positive 
recitation of "therein; and" in line 3 appears to be a typographical error and may render 
the claim indefinite for failing to be a complete sentence having no grammatical errors. 
Appropriate correction is required. 

3. Claim 21 is objected to because of the following informalities: the positive 
recitation of "with mechanical components" in line 8 appears to lack antecedent basis 
and may render the claim indefinite. Moreover, the Examiner notes the structural 
limitation "mechanical components" is a broad limitation that may render the claim 
indefinite for omitting essential structural relationships between the mount block and 
housing. Appropriate correction is required. 

4. Claim 21 is objected to because of the following informalities: the positive 
recitation of "the bodily fluid sample location" in lines 9 and 10 appears to lack 
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antecedent basis and may render the claim indefinite. Appropriate correction is 
required. 

5. Claims 21 and 22 are objected to because of the following informalities: the term 
"approximately" is a relative term that appears to render the claLm(s) indefinite. The 
term " approximately " is not defined by the claim(s), the specification does not provide 
a standard for ascertaining the requisite degree, and one of ordinary skill in the art 
would not be reasonably appraised of the scope of the invention. The location of the 
test strip with regards to the bodily fluid sample is unclear. 

6. Claim 22 is objected to because of the following informalities: the term 
"substantially" is a relative term that appears to render the claim(s) indefinite. The term 
"substantially" is not defined by the claim(s), the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably appraised of the scope of the invention. The alignment relationship 
between the cutting edge and test strip is unclear. 

7. Claim 24 is objected to because of the following informalities: the term 
"substantially" is a relative term that appears to render the claim(s) indefinite. The term 
"substantially" is not defined by the claim(s), the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably appraised of the scope of the invention. The alignment relationship 
between the first and second axes is unclear. 

8. Claims 27 and 28 are objected to because of the following informalities: the 
positive recitation of "inch" appears to be a typographical error and may render the 
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claim indefinite for failing to be a complete sentence having no grammatical errors. It is 
noted Applicant may have intended it to read "inches". Appropriate correction is 
required. 

9. Claims 27-29 are objected to because of the following informalities: the positive 
recitation of varying units of measure is informal. Appropriate correction is required. 

1 0. Claim 28 is objected to because of the following informalities: the term 
"substantially" is a relative term that appears to render the claim(s) indefinite. The term 
"substantially" is not defined by the claim(s), the specification does not provide a 
standard for ascertaining the requisite degree, and one of ordinary skill in the art would 
not be reasonably appraised of the scope of the invention. The location of the fill 
channel of the test strip with regards to the bodily fluid sample is unclear. 

11. Claim 29 is objected to because of the following informalities: the term 
"approximately" is a relative term that appears to render the claim(s) indefinite. The 
term " approximately " is not defined by the claim(s), the specification does not provide 
a standard for ascertaining the requisite degree, and one of ordinary skill in the art 
would not be reasonably appraised of the scope of the invention. The magnitude of the 
trajectory is unclear. 

12. Claim 30 is objected to because of the following informalities: the positive 
recitation of "the captured portion" in line 2 appears to lack antecedent basis and may 
render the claim indefinite. Appropriate correction is required. 
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Claim Rejections - 35 USC § 112 

13. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject mattefi^hich the applicant regards as his invention. 

}' 

14. Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

15. Claim 21 is rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential structural cooperative relationships of elements, such 
omission amounting to a gap between the necessary structural connections. See 
MPEP § 2172.01. The omitted structural cooperative relationships are: the cooperative 
relationship between the mount block and the positively recited procedural limitation 
following said mount blocks definition. The ambiguous section of the claim appears to 
be how the mount block and mechanical components are related to "moving the test 
strip along a trajectory such that a reagent receiving portion of the test strip comes to 
rest approximately at a center of the body fluid sample" "without moving the housing 
relative to the bodily fluid sample location". 

Claim Rejections - 35 USC § 101 

16. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 
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17. Claim 29 is rejected under 35 U.S.C. 101 because tlie claimed invention is 
directed to non-statutory subject matter. The claimed invention is directed to a naturally 
occurring phenomenon (i.e. the human body). The claim positively recites the structural 
limitation "a patient's skin" (i.e. the human body) within the scope of the invention. 

Claim Rejections - 35 USC § 102 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

18. Claims 21-24 and 26-35 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Anderson et al (US 5,279,294) as broadly as structurally claimed. 

19. For claim 21 , Anderson et al discloses a device (1 0) for obtaining and testing a 
bodily fluid sample, comprising: 

• a housing (16 and 18) having a first aperture (the slot between guide bars 48 and 
50, column 6 lines 56-60) provided therein; 

• a lancing device (14) operatively coupled to said housing that obtains a sample by 
advancing through said first aperture and pierces a bodily fluid sample location and 
is withdrawn to provide access to the sample by a test strip (12); and 

• a mounting block (44 and 46) coupled with mechanical components (48 and 50) 
within the housing for coupling the test strip thereto, 

• wherein the test strip is capable of moving along a trajectory (the arrows as best 
seen in Figure 4) such that a reagent receiving portion (72) of the test strip comes to 
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rest approximately at a center of the bodily fluid sample whilst the housing is capable 
of not moving relative to the sample. 

20. For claim 22, Anderson et al discloses the device of claim 21 , wherein the 
lancing device (14) comprises a cutting edge that is substantially aligned with the test 
strip (12), although withdrawn following lancing to provide said sample, when the test 
strip is received in the housing and moved to approximately said center of the sample 
(as best seen in Figures 4,13, 14f, 14g, and 14h). 

21 . For claim 23, Anderson et al discloses the device of claim 21 , wherein the 
lancing device is operatively coupled to said housing by a spring mechanism (68). 

22. For claim 24, Anderson et al discloses the device of claim 21 , wherein the 
lancing device comprises a body having a first axis, and a sharp operatively connected 
to the body, wherein the sharp has a second axis that is substantially perpendicular to 
the first axis (as best seen in Figures 14d and 14i). 

23. For claim 26, Anderson et al discloses the device of claim 21 , wherein the 
lancing device is of a construction sufficient to pierce tissue of a patient (column 3 lines 
40-42). 

24. For claim 27, Anderson et al discloses the device of claim 21 , wherein when the 
test strip is received in the housing, and after said lancing and withdrawing of the 
lancing device, the test strip is capable of being moved from a received position to a 
sample-contacting position within 0.010 inches of said center of the sample, via a user 
as best seen in Figure 13. 

r 
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25. For claim 28, Anderson et a! discloses the device of claim 27, wherein when the 
test strip is in the sample-contacting position, a fill channel (70) of the test strip is . 
capable of being substantially aligned with the sample within 0.005 inches of said center 
of said sample, via a user as best seen in Figure 1 3. 

26. For claims 29, 34, and 35, Anderson et al discloses the device of claim 21 , 
wherein the trajectory is capable of comprising a travel distance of approximately 1 mm 
and capable of comprising an approach angle between 35 - 65 degrees. 

27. For claim 30, Anderson et al discloses the device of claim 21 , wherein the 
physiological property that iAetermined from the sample comprises a glucose level, a 
carbohydrate level, a hemoglobin level, or a glycated hemoglobin level (column 4 lines 
24-30). 

28. For claim 31 , Anderson et al discloses the device of claim 21 , further comprising 
a controller (130) operatively coupled to the housing for controlling operation of the 
lancing device 

29. For claim 32, Anderson et al discloses the device of claim 21 , further comprising 
an input unit (30) operatively coupled to the housing for operating the lancing device. 

30. For claim 33, Anderson et al discloses the device of claim 21 , further comprising 
a controller (a hand as best seen in Figure 13) operatively coupled to the housing for 
controlling movement of the test strip when the test strip is received In the housing. 

31 . For claim 34, Anderson et al discloses the device of claim 21 , further comprising 
a display (24) operatively coupled to the housing for displaying the result. 
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32. For claim 35, Anderson et a! discloses the device of claim 34, further comprising 
a controller (116) operatively coupled to the housing for controlling the display. 

Claim Rejections - 35 USC § 103 

33. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

34. Claim 25 Is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Anderson et al in view of Yuzhakov et al (US 2003/0028125 A1). Anderson et al 
discloses the claimed invention except for the lancing device comprising a sharp with at 
least two points. Yuzhakov et al teaches a device for obtaining and testing a bodily fluid 
sample comprising a plurality of sharp points as best seen in Figures 3a and 3b. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to modify the sample obtaining and testing device as taught by Anderson et 
al, with the sample obtaining and testing device as taught by Yuzhakov et al for the 
purpose of piercing the skin of a test subject via a plurality of sharp points to increase 
the sample size for sufficient testing volume and accuracy. 

Response to Arguments 

35. Applicant's arguments filed 10/03/2006 with respect to claims 21-35 have been 
considered but are moot in view of the new ground(s) of rejection. However, the 
Examiner notes the following: 
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36. In response to applicant's argument that for claim 21 Anderson et al does not 
disclose, teach, or fairly suggest a movable test strip and in the alternative a stationary 
test strip with a nearby reagent pad, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of performing the intended use, then it meets the claim. 

37. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features upon which applicant relies 
(i.e., a movable test strip with a nearby reagent pad) are not recited in the rejected 
claim(s). Although the claims are interpreted in light of the specification, limitations from 
the specification are not read into the claims. See In re Van Geuns, 988 F.2d 1 181 , 26 
USPQ2d 1057 (Fed. Cir. 1993). 

38. In response to applicant's argument that for claim 33 Anderson et al does not 
disclose, teach, or fairly suggest a movable test strip and in the alternative a stationary 
test strip with a nearby reagent pad, a recitation of the intended use of the claimed 
invention must result in a structural difference between the claimed invention and the 
prior art in order to patentably distinguish the claimed invention from the prior art. If the 
prior art structure is capable of perfonning the intended use, then it meets the claim. 

Conclusion 

39. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or.earlier communications from the 
examiner should be directed to Jeffrey G. Hoekstra whose telephone number is 
(571)272-7232. The examiner can normally be reached on Monday through Friday, 
8:00 a.m. to 5:00 p.m. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supen/isor. Max F. Hindenburg can be reached on (571)272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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